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DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service 

'I 

Food and Drug Administration 
Rockville MD 20857 

MAR 3 1 1992 

QLT Phototherapeut ics Inc .  
520 West 6 t h  Avenue 
Vancouver, B r l t i s h  Columbia 
Canada V5Z 4H5 

Dear Dr (_ 3 
This I s  i n  response t o  your I nqu i r y  o f  January 13, 1992 
made v i a  FAX concerning the s ta tus  o f  the  P h o t o f r i n  
System c o n s i s t l n y  o f  por f imer  sodium and a laser  system 
inc lud ing  o p t i c  d i f f u s e r s  t h a t  i s  c u r r e n t l y  be ing 
1 nvest i  gated under IND. t_ 3 by ' 1 
We have reviewed the  l e t t e r  o f  December 23, 1991 from 
C 3 t o  the  Center f o r  Drug Eva lua t ion  and 
Research (CDER) concerning C 2 understanding o f  t he  
s ta tus  o f  t he  Photof r i  n Systan as a comb i  rtat ion  product .  

Based on t h e  in fo rmat ion  t h a t  we have rece ived I n  
con junc t ion  w i t h  t he  IND, we have concluded t h a t  t h e  
system meets the  d e f i n i t i o n  o f  a combinat ion product  as 
descr lbed i n  21 CFR 3 . 2 ( e ) ( 3 )  and i s  addressed i n  t h e  
CDRH/CDER In te r cen te r  Agreement ( E f f e c t i v e  Date - October 
31, 1991) on pages 9 and 10 ( V I I . B . l ) .  

We have determined t h a t  CDER w i l l  be the  lead cen te r  and 
the  D i v i s l o n  o f  Oncology and Pulmonary Drug Products 
(DOPDP), the pr imary  rev iewing d i v i s i o n .  A l l  c l i n i c a l  
i n v e s t l g a t i o n s  o f  t h e  drug/device system should con t inue  
through t h e  use o f  t h e  IND process. 

DOPDP w l l l  consu l t  w l t h  CDRH on t he  dev ice component o f  
the combinat ion p roduc t .  However, CDER w i l l  remain t he  
lead and respons ib le  center  f o r  t h i s  combinat ion product .  
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We note t h a t  t he  two components o f  t h i s  combination 
product w i l l  be marketed separately.  Therefore, we have 
deter-mined t h a t  two app l i ca t i ons  are essen t i a l  t o  
accommodate the  products.  inc lud ing the p o t e n t i a l  f o r  
f u t u r e  supplenients and separate repo r t i ng  requlrements. 

With r e g a r d , t o  t he  premarket appl i ca t i ons :  

1 .  Two app l i ca t i ons ,  a new drug a p p l l c a t i o n  (NDA) 
and a premarket approval a p p l i c a t i o n  (PMA), are 
t o  be submitted t o  DOPDP, CDER. Therefore, a l l  
t ime frames associated w i t h  review o f  the  
app l i ca t i ons  w l l l  be i n  accordance w i t h  t he  
respec t i ve  regu la to ry  requlrements. I n  
add i t i on ,  a l l  f u t u r e  w r i t t e n  comtnunication 
between the Agency and QLT should be submit ted 
t o  DOPDP, and w i t  I be responded t o  accord lng ly .  

2 .  The NDA and PMA app l i ca t i ons  w l l l  be sub ject  t o  
the  NDA and PMA regu la t ions .  r espec t i ve l y .  
Therefore, the  form and content  o f  each s h a l l  
be i n  accordance w i t h  e i t h e r  21 CFR 3 1 4 . 5 0  (NDA 
regu la t i ons )  o r  21 CFR 814 .20  (PMA 
r e g u l a t i o n s ) .  

3 .  The app l i ca t i ons  should be subrl i i t ted together 
as two companion e n t i t i e s .  I n  order t o  
f a c i l i t a t e  document processing, t he  cover 
l e t t e r s  t o  t he  submissions must c l e a r l y  and 
predominantly Ind ica te  t h a t  they a re  companion 
submissions f o r  a combination product .  The 
cover l e t t e r  should a l so  i nd i ca te  t he  DOPDP I s  
t he  rev iewing d i v i s i o n .  Th ls  l e t t e r  should be 
included f o r  reference.  

The two a p p l i c a t i o n s  w l l l  be assigned an NDA 
number and a PMA number, r espec t i ve l y .  One 
a r c h i v a l  copy o f  each a p p l l c a t i o n ,  one review 
copy o f  t h e  NDA, and th ree  copies o f  the  PMA, 
jacketed as fo l lows ,  should be submit ted:  
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Type Jacket Color 

Arch I va l copy : 

NDA and PMA app l l ca t l ons  b lue  

Rev l ew copy : 

NDA 

Chemistry/ 
manufacturing 
c o n t r o l s  

Nonc l i n i ca l  
pharmacology 

Human pharmaco- 
k i n e t i c s /  
b i o a v a i l a b i l i t y  

S t a t i s t i c a l  

red 

ye1 low 

orange 

tan 

green 

PMA 

( i n  accordance 
w i t h  21 CFR 814.20)  whi te  

4 .  An o v e r a l l  Table o f  Contents should be included 
In  each a p p l l c a t l o n .  I n  add i t i on ,  the  summary 
f o r  bo th  t he  NDA and the  PMA should be 
i nc lus i ve ,  convening a l l  aspects o f  bo th  the 
drug and device.  
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I n  a d d i t i o n ,  p lease note,  we expect t h a t  these 
applications w i l l  be sub jec t  t o  an adv isory  
review/committee meeting p r i o r  t o  approval .  Members 
o f  bo th  t h e  Oncology Drugs Advisory Committee and 
t he  Surg ica l  Devlces Advisory Panel w i  l l  be i n  
attendance. 

I f  you have any quest ions concerning t h i s  l e t t e r  contact  
Paul Zlmmerman, Consumer Safety O f f i c e r ,  D i v l s l o n  o f  
Oncology and Pulmonary Drug Products a t  ( 301 )  443-5197. 

Slncere iy  yours, 

E l i zabe th  D. Jacobson, Ph.D. 
Deputy D l r e c t o r  
Center f o r  Devices and 

Radio log ica l  Heal th  

D.  Bruce Bu r l i ng ton ,  M.D. 
Deputy D i r e c t o r  f o r  

Scientific and Medical 
A f f a i r s  

Center f o r  Drug Eva lua t ion  
and Research 


